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SUMMARY: The Food and Drug Administration (FDA) is announcing that the 

proposed collection of information has been submitted to the office of 

Management and Budget (OMJ3) for review and clearance under the Paperwork 

Reduction Act of ‘1995. 

DATES: Fax written comments on the collection of information by [insert date 

30 days after date of pubhxtl’on in the Fc?dera~ Register]. 

ADDRESSES: OMB is still experiencing significant delays in the regular mail, 

including first class and express mail, and messenger deliveries are not being 

accepted. To ensure that comments on the information coll,ectio:n are received, 

OMB recommends that written comments be faxed to the Office of Information 

and Regulatory Affairs, OMB, Attn: Fumie Yokota,, Desk Officer for FDA, FAX: 

202-395-6974. 

FOR FURTHER INFORMAIION CONTACT: Denver Presley, Office of Management 

Programs (HFA-250), Food and Drug Administration, 5606 Fishers Lane, rm. 

4%41, Rockville, MD 20857., 301~827-1472. 
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SUPPLEMENTARY tNFORMATtON.: In compliance with 44 U.S.C. 3507, FDA has 

submitted the following proposed collection of information to OMB for review 

and clearance. 

Evaluating the Safety of Antjmicrobial New Animal Drtigs with Regard to 
Their Microbiological Effects on Bacteria of Human, Health Ctincern~ (CM8 
Control Number 091%Q522), 

In the Federal Register of January 6;.2005 (70 FR l253), FDA published 

a 60-day notice requesting public comment on the information collection 

provisions. No comments were received on this information coHection. 

Description: This guidance discusses an approach for assessi 

of antimicrobial new animal drugs with regard to their rn~~rob~olo~~~~l effects 

on bacteria of hurnan health concern. h-r particular, the guidance describes 

methodology that sponsors of antimicrobial new animal drug applications for 

food-producing animals may use to cumplete a qualitative a~,t~mi~r~bia~ 

resistance risk assessment. This risk assessment should be submitted to FDA 

for the purposes of evaluating the safety of the new animal drug to human 

health. The guidance document outlines a process for integrating relevant 

information into an overall estimate of risk and ,diseusses possible risk 

management strategies. 

Table 1 of this document represents, the estimated burden of meeting the 

reporting requirements. The burden .estimates for these”inforr%ation collection 

requirements are based on information provided by the Office of New Animal 

Drug Evaluation, Center for Veterinary Medicine. The guidance document 

describes the type of informati@ that should be collected by the drug sponsor 

when completing the antimicrobial resistance risk assessment, FDA will use 

the risk assessment and supportirrg information to evaluate the safety of 
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original (21 CFR 514.1) or supplemental (2i CFR 5143).NADAs for 

antimicrobial drugs intended for use in food-producing animails. 

FDA estimates the burden of this cohection of information as folfrows: 
TABLE 1 .-E-WWIAJED ANNUAL REPORTING BURDENS 

Antimicrobial Risk Asse 

‘There are no capital costs and operating and maintenarke costs associated with this &llectfon of information. 

FDA estimates that on arrannual basis an average of 35 NADAs (including 

original applications and major supplements) would be subject to infermation 

collection under this guidance. This estimate is based on the number of . 
reviews completed between October 2003. and October 2004; During that 

period, microbial food safety for approximately 15 ~tirn~~ro~i~~ NADAs 

(including original and major supplements) was evaluated. This estimate 

excludes NADAs for antimicrobiakkug combinations, generic drug 

applications (ANADAs), and ciertain supplemental NADAs. 
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Dated: JUM 2 3 206 

June 23, 2005. 

Jeffrey Shden, 
Assistant Commissioner for Policy. 

[FRDoc. 05-????? Filed ??-??-05;8:45 am] 
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